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NEWS YOU CAN USE
The IRB Office updated the following HRPP Toolkit documents, which are available in the Endeavor Library. Always remember to check the Endeavor Library for the most up-to-date versions of the HRPP Toolkit materials. Documents posted elsewhere, especially with the updates to Auburn websites, may not have the most current information, and if used, may increase review timelines.

	HRP-101 – HRPP Plan
	HRP-309 – Worksheet – Ancillary Review Matrix
	HRP-503 – Template – Protocol 
	HRP-580 – Template – Parent Permission 

	HRP-103 – Investigator Manual 
	HRP-502 – Template – Consent Document
	HRP-503a – Biomedical Protocol Appendix (NEW)
	HRP-581 – Template – Information Letter

	HRP-306 – Worksheet – Drugs & Devices
	HRP-502a – Template – SBS Consent Document 
	HRP-503c – Template – Human Subjects Research Determination
	HRP-905 – Appendix – Institutional Authorization Agreement 



GUIDANCE & REGULATIONS
· When Is IRB Review Required?  The IRB recently delivered training about the regulatory definitions of research involving human subjects and when projects require IRB oversight. Please see the  we developed to assist in understanding how the IRB determines when projects meet the definition of research involving human subjects and require IRB oversight. 

When in Doubt, Submit for IRB Determination: If your project includes elements of both program evaluation and research—or if you're unsure which category it falls under—please submit your proposal in Endeavor for an IRB determination. This ensures:
· Proper documentation for compliance and publication
· Protection of human subjects
· Clarity for future use of data, especially if research is anticipated

HRP-310 - WORKSHEET - Human Research Determination and OHRP’s Chart 01: Is an Activity Human Subjects Research Covered by 45 CFR Part 46 can also be referenced.

· Risks of Survey or Interview Research: When submitting protocols involving surveys or interviews, all risks and planned risk mitigation strategies should be outlined in the protocol and information letter.  Some common risks for this type of research include the following:
· Breach of Confidentiality: Risk of unauthorized access to identifiable data due to insecure storage, transmission, or handling.
· Loss of Privacy: Participants may disclose sensitive personal information, especially in open-ended interviews.
· Coercion or Undue Influence: Participants may feel obligated to participate due to power dynamics (e.g., being a student in the researcher's class) or incentives that are too large.

· Informed Consent Process: HRP-090 – SOP – Informed Consent Process for Research describes the approach for investigators to obtain informed consent for research. This SOP is geared towards investigators and describes the process for obtaining consent in a way that respects individual autonomy and provides tactics for assessing comprehension, explaining information in a way that is understandable to subjects, and how to manage a verbal consent process when the IRB approves a process for obtaining consent that does not include written signatures. Please consult this SOP to refresh your skills on the consent process, which is more than just documenting signatures on a form. 

· Consent Templates: The Endeavor Library includes consent templates and parental permission templates that investigators are to use when developing consent materials and include the required and additional elements of consent. HRP-314a - WORKSHEET - Criteria for Consent outlines the required elements of consent.  HRP-410 - Checklist - Waiver or Alteration of Consent Process outlines the flexibility in the regulations that allows an IRB to determine whether certain elements of consent may be waived or altered to facilitate informed consent and HRP-411 - Checklist - Waiver of Written Documentation of Consent outlines the provisions for waiving the requirement for obtaining signatures for consent.

The federal regulations recognize that consent goes beyond the content of a form and that the consent information should be presented in a way that is understandable to the subject. While the consent templates are required for use at Auburn, it is possible for study teams to alter these templates to present information in a way that is most appropriate for the subject population or research design. Please consult the checklists referenced above to understand where flexibility exists and be sure to provide appropriate rationale in the protocol if there is a need to waive or alter consent materials or processes to better protect subjects and respect individual autonomy during the consent process. 


ENDEAVOR TIPS & TRICKS
· Resources: You have a wealth of resources to aid in your research, “Endeavor” – see below for an abbreviated list of what’s available: 
· Endeavor Library: 
· Human Research Protection Program Plan (HRP-101)
· Investigator Manual (HRP-103)
· Templates: Protocol Templates, Information Letters, Consent Forms, etc.
· IRB Office Contact List
· Help Center: 
· Guidance on how to create a new study submission 
· Guide for researchers that includes how to submit modifications, continuing reviews, and new information reports, as well as how to respond to clarifications. 
· Guide for updating your shell protocol (for studies that migrated from SharePoint to Endeavor). 

[bookmark: _Int_gvAntGKx]QUESTIONS? 
Please reach out to your AU IRB Team! 
IRBAdmin@auburn.edu
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